
C. addressee, telephone numbers, and the names ot contact persons 
tor all taoilities used by the licensee tor the storage, handling, and 
diatribution ot druss; 

D. whether the ownership or operation is a partnership, corporatio~, 

or sole proprietorship; and 

E. the name ot the owner and operator ot the licensee, including: 

(1) it an individual, the name ot the individual; 

(2) it a partnership, the flame of each partner, and the nue ot 
the partnership; 

(3) it a corporation, the Dame and title ot each corporate 
otticer and director, the corporate Dames, and the name or the state ot 
incorporation; and 

(4) it a sole proprietorship, the full name ot the sole 
proprietor, and the name ot the business entity. 

Changes in any intormation in items A to E shall be submitted to the board 
within 30 days ot the change. 

6800.1420 MIRIMDM QUALIFICATIORS. 

The board may deny, suspend, revoke, or retuse to renew any license tor a 
wholesale drug distributor based OD the board's tinding ot any ot the tollowing 
tactors: 

A. any convictions ot the applicant under any tederal, state, or 
local laws relating to drug samples, wholesale or retail drug distribution, or 
distribution ot controlled substances; 

B. any telony convictions ot the applioant under tederal, state, or 
local law; 

C. the lack. ot previous experience on the part ot the applicant in 
the manutacture or distribution ot drugs, includiDI controlled substanoes; 

D. the turnishins by the applicant ot talse or traudulent _terial 
in any applioation made in connection nth drus lI8I1utacturiDI or distribution; 

E. the suspension or revocation by tederal, state, or looal 
government bodies ot any license currently or previously beld by the applicant 
tor the manutacture or distribution ot any druss, includ1Da controlled 
substances; 

F. the lack ot compliance by the applicant with licensins 
requirements under previously granted licenses, it any; 

G. the lack ot compliance by the applioant with requirements to 
a:llltain or make available to the board ot phar8acy or to tederal, state, or 
looal law entoro_nt otticials those records required under this part; and 
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B. the laole ot oQIIPlianoe bJ tbe applioant With requireMnta tor 
tbe atonse aDd bud11Dl ot druse u specitied in part 6800. 111110. 

6800."30 PIISOIIIL. 

Iaoh whole.ale drua distributor shall require each person uaplo)'8d in any 
presoription drua wholeaale aotivity to bave enoUib eduoation, trainina, and 
experleDee, in aDy oombination, suttioient tor tbat person: (1) to do us1ped 
tIOrk 1n a -.mer tbat _1ntaina the quality, satety, and security of the drua 
produota in aooordanoe with parts 6800.11100 to 6800.111110; and (2) to uau.e 
reapoD81billty tor oOllplianoe With the lioensiDI reqUirements ot parts 6800.11100 
to 6800.1I1JW. 

6800. 1'JW MIRIMUM REQUIREMEftS FOR STORAOE AND HANDLING OF DRUGS AID FOR 
ES'l'lBLISBMDT lID MlIITlIflRCE OF DRUO DISTRIBUTION RECORDS. 

SUbpart 1. Applioation. The ll1niaul requi~nts in this part apply to 
all ¥bolesale drug distributors looated in this state and to their ottioers, 
asents, repreaentatives, and employees. 

Subp. 2. Inoorporation by reterenoe. "United States Pharll&copeia/Hational 
Formulary" means the United States Pharmacopeia/National Formulary published by 
the United States Pharmaoopeial Convention Ino. (Rookville, Maryland, 1990), 
whioh is inoorporated by reterence. The United States Pharmacopeia/Hational 
Formulary is sub ject to frequent change. The book is available for inspection 
and copying at the Biomedical Library, University ot Minnesota, Diehl 8all, 505 
Essex Street S.E., HinDeapolis, Minnesota 55455, or throuah the M1nitex 
1nterlibrary loan systelll. 

Subp. 3. Faoilities. All facilities at which prescription drugs are 
stored, warehoused, handled, beld, ottered, arlceted, or displayed shall: 

A. be ot suitable size and construction to tacilitate cleaning, 
_intenance, and proper operations; 

B. have storage areas desi8ned to provide adequate lighting, 
ventilation, temperature, sanitation, humidity, space, equipment, and security 
conditions; 

c. have a physically separate area tor storage ot all prescription 
drugs that are outdated, damaged, deteriorated, misbranded, or adulterated, or 
that are in 1JDmediate or sealed, secondary containers that have been opened; 

D. be maintained in a clean and orderly condition; and 

E. be free trom intestation by insects, rodents, birds, or vermin of 
any kind. 

Subp. 4 Security. The requirements in items A to C govern security. 

A. All facilities ueed for wholesale drug distribution shall be 
secure trom unauthorized entry as tollows: 
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(1 ) accesa trom outside the pr_ises shall be kept to a min1lwl 
aDd be well-oontrolled; 

(2) the outside perimeter of the premises shall be well-lighted; 

(3) entry into areas where prescription drugs are held shall be 
l1ll1ted to authorized personnel. 

B. All tacilities shall be equipped with an alarm system to detect 
entry after bours. 

C. All tacilities shall be equipped with a security system that will 
provide suitable protection against thett and diversion. When appropriate, the 
securitl slst_ shall provide protection against thett or diversion that is 
tacilitated or hidden by tampering with computers or electronic records. 

Subp. 5. Storaae. Items A to D govern storage ot drugs. 

A. All drugs shall be stored at temperatures and under conditions in 
accordance with the requirements, it any, in the labeling ot such drugs, or with 
requirements in the current edition ot the United States Pharmacopeia/National 
Formulary. 

B. It no storage requirements are established tor a drug, the drug 
_y be held at ·controlled room temperature,· as detined in the United States 
Pharmacopeia/Rational FOrDlllary, to help ensure that its identity, strength, 
quality, and purity are not adversely atfected. 

C. Manual, electromechanical, or electronic temperature and humidity 
recordiDS equipment, devices, or logs shall be used to document proper storage 
ot prescription drugs. 

D. The record keeping requirements in subpart 8 shall be to1lowed 
tor all stored drugs. 

Subp. 6. Exaaination ot materials. Upon receipt, each outside shipping 
container shall be Visually examined tor identity and to prevent the acceptance 
ot contaainated drugs or drugs that are otherwise untit tor distribution. This 
exaaination shall be adequate to reveal container damage that would suggest 
possible contamination or other damage to the contents. 

Each outgoing shipaent shall be caretully inspected tor identity ot the 
prescription drug products and to ensure that there is no delivery ot drugs that 
have been d_ed in storage or held under improper conditions. 

The record keeping requirements in subpart 8 shall be tollowed tor all 
inco-iDS and outgoiDS drugs. 
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of the drugs. 

Supb. 8. Record keeping. Items A to C govern record keeping. 

D. The record keeping requirements in subpart 8 shall be followed 
for all damaged, outdated, deteriorated, misbranded, or adulterated drugs. 
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A. Wholesale drug distributors shall establish and maintain 
inventories and records of all transactions regarding the receipt and 
distribution or other disposition of drugs. These records shall include the 
following information: 

(1 ) the source of the drugs, including the name and principal 
address of the seller or transferor, and the address of the locat ion .from which 
the drugs were shipped; 

B. Inventories and records shall be made available for inspection 
and photocopying by authorized federal, state, or local law enforcement agency 
officials for a period of two years following disposition of the drugs. 

c. Records described in this part that are kept at the inspection 
site or that can be immediately retrieved by computer or other electronic means 
shall be readily available for authorized inspection during the retention 
period. Records kept at a central location apart from the inspection site and 
not electronically retrievable shall be made available for inspection within two 
lIOrking days of a request by an authorized official of a federal, state, or 
looal law enforcement agency. 

(2) the identity and quantity of the drugs received and 
distributed or disposed of; and 

(3) the dates of receipt and distribution or other disposition 

Subp. T Retumecl, d_ecl, and outdate drugs. It_ A to D govem 
retW'Decl, d_ecl, outdated, deteriorated, misbranded, and adulterated drugs. 

A. Drugs that are damaged, outdated, deteriorated, misbranded, or 
adulterated shall be physically separated from other drugs until they are 
destro)'ed or returned to their supplier. . 

B. 1ny prescription dMlgs whose illllll8diate or sealed outer or sealed 
secondary containers have been opened or used shall be identified as such, and 
shall be physioally separated from other drugs until they are either destroyed 
or retumed to the supplier. 

C. If the conditions under which a drug has been returned cast doubt 
on the drq' s safety, identity, strength, quality, or purity, then the drug 

.'~ shall be destroyed or returned to the supplier, unless examination, testing, or 
-.I! other invest1gation proves that the drug meets appropriate standards of safety, 

identity, strength, quality, and purity. In determining whether the conditions 
UDder whioh a drug haa been retumed cast doubt on the drug's safety, identity, 
streasth, quality, or purity, the wholesale drug distributor shall consider, 
uaong other things, the conditions under which the drug has been held, stored , 
or shipped before or during its return and the condition of the drug and its 
container, carton, or labeling, as a result of storage or shipping. 



·SUbp. 9. Written polioies and procedures. Wholesale drug distributors 
aball eatabl18b, _intain, and adbere to written policies and procedures, whiob 
aball be tollowed tor the receipt, security, storage, inventory, and 
distribution ot druga. They must include polioies and procedures tor 
identitJiDa, recordinS , and reportinS losses or thetts and tor correcting all 
errors and inaccuracies in inventories. Wholesale drug distributors shall 
inolude tbe written polioies and procedures described in items A to D. 

A. A procedure where the oldest approved stock ot a drug product is 
distributed tirst. The procedure .y permit deviation troll this requirement, it 
the deviation 18 temporary and appropriate. 

B. A procedure to be tollowed tor handling recalls and withdrawals 
ot drusa. The procedure shall be adequate to deal with recalls and withdrawals 
due to: 

(1 ) any action initiated at the request ot the Food and Drug 
Administration or other tederal, state, or local law entorcement or other 
lovernaent agenoy, includinl the board ot pharmacy; 

(2) any voluntary action by the manutacturer to remove detective 
or potentially detective drugs trom the _rlcet; or 

replaoinS 
desip. 

ot 
(3) any action undertaken to promote public health and safety by 
exist1Dl merchandise with an improved product or new package 

C. A procedure to ensure that wholesale drug distributors prepare 
tor, protect asainst, and handle any crisis that aftects security or operation 
ot any tacility in the event ot str11ce, tire, tlood, or other natural disaster, 
or other situations ot local, state, or national emergenoy. 

D. A procedure to ensure that any outdated prescription drugs shall 
be selrelated troll other drugs and either returned to the manutacturer or 
destroyed. This procedure shall provide tor written documentation ot the 
disposition ot outdated drugs. This documentation shall be aintained tor two 
years after disposition ot the outdated drugs. 

Subp. 10. Responsible persons. Wholesale drug distributors shall 
establish and Mintain lists ot otticers, directors, managers, and other persona 
in charse ot wholesale drug distribution, storage, and hand11Dl, includinl a 
description ot their duties and a summary ot their qualitications. 

Subp. 11 • COlIPliance witb tederal, state, aDd local law. Wholesale drus 
distributors shall operated in compliance with applicable tederal, state, and 
local laws and regulations. 

Wholesale drug distributors shall permit the board ot pharmacy and 
authorized tederal, state, and local law entorcement otticials to enter aDd 
inspect both their premises and delivery vehicles and to audit their recorda and 
written operating procedures, at reasonable t1Jlles and in a reasonable llaDner, to 
the extent authorized by law. 
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1Ib01eaa1e drug distributors who deal in controlled substances shall 
rec18ter with the board ot pharmaoy and with the Drug Entorcement 
Adll1r11atration, and shall comply with all applicable state, local, and Drug 
Entol'Ceaent Administration regulations. 

SUbp. 12. salvas1nl and reprocessing. Wholesale drug distributors are 
subject to any applicable tederal, state, or local laws or regulations that 
relate to drug produot salvaging or reprooessing, inoluding Code ot Federal 
Regulations, title 21, parts 207, 210, and 211, and M1nDesota Statutes, section 
151.39. 

On April 13, 1992, the Minnesota Board ot Pharmacy adopted the tollowing changes 
in its rules. 

ANHtJAL RENEWAL, FEES, AND POSTING. 

6800. 1150 ANHtJAL RENEWAL, FEES, AND POSTIIG. 

Eaoh pharmaoist lioense shall expire on March 1 ot each year and shall be 
renewed annually by tiling an application tor license renewal on or betore 
February 1 ot each year, together with a tee ot $75. Any pharmaoist license 
renewal application submitted after March 1 shall be sub jeot to a late tiling 
tee ot an amount equal to 50 percent ot the renewal tee in addition to the 
renewal tee. 

Each pharmacist shall post the license or renewal in a conspicuous plaoe 
within the pharmacy in which the pharmacist is practicing. For community 
pharmacies, this place shall be a place which is readily visible to the public. 

6800.1250 APPLICATIOIS FOR LICENSURE. 

Subpart 1. Submitting. Applicants tor licensure by examination shall 
submit a completed application tor examination including affidavits ot 
internship, a copy ot applicant's birth certiticate, and a recent photograph. 
All applicants shall show evidence ot graduation with a bachelor ot scienoe 
degree or doctor ot pharmacy degree, as the tirst protessional undergraduate 
degree in pharmacy, trom a college ot pharmacy or a department ot pharmacy ot a 
university approved by the board and meeting at least the minimum standards set 
by the American Council on Pharmaceutical Education in the current edition of 
its accreditation lD8Dual. The evidence shall be shown by SUbmitting an otticial 
tinal transcript showing the date on which degree was conterred. The above 
listed documents together with a check tor $250 must be submitted to the board 
at least 45 days prior to the examination. An applicant who i8 a graduate ot a 
sohool or college ot pharmacy located outside the United States, which has not 
been reoognized and approved by the board, but who is otherwise qualitied to 
apply tor a license to practice pharmacy in this state, is considered to have 
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aatlatiecl tbe requireaents ot graduation it the applicant verities to the board 
tbe applie8Dt'. academe record and the applicant's graduation. Betore talc1Ds 
the lieena1q exuiDation, a toreip graduate applicant ahall pass the Fore1p 
Pharao1 Graduate Equivalency Exuination, which is recosnized and approved by 
the board , given by the ForeiSD Pharmacy Graduate ExUl1nation Co_l8sion and 
deDODatrate proticiency in the Ensll8h language by passins the Test ot Englisb 
u a Foreip Lansuase, which 18 recosnized and approved by the board, given by 
tbe Educational Teatins Service as a prerequisite to taking the licensure 
exUl1Dation. 

Subp. 2. Retakiq exu. An1 applicant who bas tailed to pass the 
exuaiDation required by Minnesota Statutes, section 151.06, 151.07, 151.10, or 
151.12, _y retake the exu1nation witbin the next ensuins 14 IK>ntba, provided 
that no applicant who has tailed in three exu1nations sball be permitted to 
take a turther exaaination, except upon petition sett1Ds torth tacts acceptable 
to the board. The applicant shall t at least 45 days betore an examination, 
notity the board in writins ot the intention to retake tbe examination, 
certifying that intormation turnisbed on the original application remains true 
and correct, or reportins any changes tberein, including additional education 
and experience, and shall submit a tee ot $250 payable to the Minnesota Board or 
Pharmacy. The board reserves the rigbt to request a full and complete 
application. 

6800.1300. RECIPROCITY. 

Subpart 1. Applications. Applications for reciprocal licensure (licensure 
u a pharmacist on tbe baais ot licensure aa a pbarmacist in another state) 
together with a tee ot $175 sball be filed with tbe secretary ot tbe board at 
least 30 days betore tbe date the application is to be considered by tbe board. 
The board will consider applications tor reciprocity in at least January and 
June ot each calendar year. 
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·Claus'li..	 DI. IUMBQ 9l. PERSONS ROT THING DAMINATIONS WHO WERE LICENSED 
ml. REGISTERED II IBl BOARD OR WHO WERE DENIED LICENSING OR 
BlQISTRATIOR WITH THE REASONS FOR IHl LICENSING OR REGISTRATION 
OR DBNIAL THEREOF. 

Total number ot	 persons not taking exams and granted licenses or registration: 

FY 91 = None
 
FY 92 =None
 

FY 91 &92 =None 

Total number ot	 persons not taking exams and denied licenses or registration: 

FY 91 =None 
FY 92 =Hone 

FY 91 &92 =None 
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C1a,,' a:	 PIRSQRS PREVIOUSLY LICENSED OR REGISTERm II. THE BOARD WHOSE 
LICDSES QR REGISTRATIONS WERE REVOICED. SUSPENDED QR OTHERWISE 
ALTUBD hI STATUS. WITH BRIEF STATDmNTS OF THE REASONS FOR THE 
REVOCATION, SUSPENSION OR ALTERATIONS. 

FY 91 FY 92 FY 91 & 92 

TOTAL number ot revocations 
TOTAL number ot suspensions 
TOTAL number ot other status changes 

106 
1 

23 

70 
5 

25 

176 
6 

48 

Type ot license or registration: All cases involved pharmacists. 

TYPE OF STATUS CHANGE 

REVOlCED SUSPENDED OTHER (SPECIFY) REASON FOR CHANGE 

176 Hon-payment ot Fees 

3 Chemical Dependency 

2 Recordkeeping 

1 Unprotessional ConductI 
Recordkeep1ng/Chemical 
Dependency 

2 Suspension-Stayed Chemical Dependency 

1 Suspension-Stayed Statting/Recordkeeping 

1 Probation Unprotessional ConductI 
Poor RecordkeeplDg 

2 Probation Unprotessional Conduct 

6 Probation Chemical Dependency 

1 Probation Misbranding Drogs 

3 Probation Recordkeep1ng 

1 Probation Thett ot Controlled 
SUbstances 

1 Probation RecordkeepiDI/Cb_ical 
Dependency 

1 Probation Statt~/Recordkeep1Dl 
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1 Vaminl Letter 

3 Off Suspension 

1 Ofr Suspension 

1 Ofr Suspension 

2 orr Suspension 

1 Orf Suspension 

1 Ofr Suspension 

1 Ofr Probation 

5 orr Probation 

8 Ofr Probation 

1 orr Probation 

2 Orf Probation 

1 orr Probation 

1 Off Probation 

Unprofessional Conduct
 

Chemical Dependency
 

Voluntary Surrender of
 
License
 

Unprofessional Conduct/
 
Recordkeeping/Chemical
 
Dependency
 

Recordkeeping
 

Unprofessional Conduct/
 
Poor Recordkeeping
 

Non-Renewal of License/
 
Violation or Probation
 

Drug Abuse
 

Chemical Dependency
 

Unprofessional Conduct
 

Chemical Dependency/
 
Theft of Drugs
 

Welfare Fraud
 

Practicing without a
 
License 

Unprofessional Conduct/ 
Poor Recordkeeping 
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Claus. n: ItD1 DI. R1JMBIR 2l. CQMPL.lIITS All OTBP CQIItUIIC1UOg IICIIVED 
II DlIIECUtI1E DIRECTOR. aCB BOlD _I. IMPLOYBI ml 0'11lP 
posaR PERFORMING SEIVICES FOI nm. IOAII) 

That allege or imply a violation ot a statute or- rule whicb tbe Board is 
empowered to entorce. These totals !Dclude cues reterred to the attorney 
SeD.eral 's statt who are usigned to assist your board. 

FI 91 FI 92 

Written 41 61 

Oral 2 5 

Whicb are torwarded to otber agencies as required by M.S. 2111.10. 

PI 92" 91 

Written 12l' 
Oral o o 

Please indicate tbe number or complaints reterred to eacb otber IOY.~tal 

agency (tederal t state and local) in eacb tiscal year: 

FI 91 FI 92 

Medical Board 13 8 
Dental Board 1 2 
Nursing Board 1 
Cbiropractic Board 1 
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S1IIMIIZI. n. SPECIFIC CATIOOR!. IBl SDBSTAICE OF IB! COMPLAINTS 
DR. CCItMUIICATIONS RlrDRED 12. IN CLAUSE in OF M.S. 214.07 ARD. 
FOI Da. SPICIFIC CATEOQR!. THE RESPONSES OR DISPOSITIONS TBERCF 
PUISUAIT mM.S. 214.10 AID 214.11 (IRDICATE AUTHORITY/CITATIONS 
POR DISPOSITION). 

. 
Clagal 9.: 

SUMMARY OF CCltPUIlITS AND COMMUNICATIONS 
BY SPICIPIC CATEGORY. 

5' Prescription Errors 

23 Unprotessional Conduct 

1 Pric1Dl Issues 

2 Labe11Dl errors 

6 Billing errors 

2 10 Pbaraacist On Duty 

2 Cb-.1cal Dependency 

2 Advertising 

JI Outdated Druss 

5 Unauthorized Retills 

1 IlIProper Use ot Supportive Personnel 

' ... 10t2 

SUMMARY OF RESPONSES AND 
DI8POS,ITIOI FOR EACH SPECIFIC 
CATEGORY 

All complaints investigated t no 
disciplinary action taken. 111 
pbarmacists were sUbject to 
educational sessions as per 214.10 

Dismissed (214.10) 

Dismissed (214.10) 

Disa1ssed (214.10) 

Dismissed (214.10) 

Dismissed (21_.10) 

DisDdased (21_.10) 

Dismissed (21_.10) 

Dismissed (21_.10) 

Dismissed (21_.10) 

Dismissed (21_.10) 
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Clage 2,:	 SUD AlI. 0TBEJt OBJJC1ID III'OIlllTIOI !11m! IBl BOARD MEMBERS 
MIlD WILL II OSIFUL l! RIVInIlG IQlR ACtIVITIBS. 

MaDy warn1D& letters (over 100) were written and several tormal disciplinary 
aotlou took place as a result ot inapeotions by our statt. 

1•	 lD atoNal t but yet ettective, sbarinS ot into....tion 18 in ettect between 
the health licensing boards. Witb all bealtb l1censlnl boards located in 
the s_ bUildiDI, camnication 18 continually on-loinS. 

2.	 M1DDeaota Board ot Pbarmacy partioipates in a national disoiplinary 
olearing bouse -.diated througb tbe National Association ot Boards ot 
Pb&rIIaCY. 
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